
REMARKS /ARGUMENTS 

In response to the Office Action of March 11,2003, Applicants 
request re -examination and reconsideration of this application for 
patent pursuant to 35 U.S.C. 132. 

Claims 2-35 have been cancelled. Claims 36-43 have been 
added. Claims 1 and 36-43 are pending in the instant application. 

The above additions to the claims find basis in the original 
disclosure at page 12, lines 2-12; page 16, line 2 to page 18, line 
10 and page 27, lines 17-23. The method of claims 36 and 39 is 
described in detail at pages 20-27. Page 28, lines 3-23 refers to 
the use of various types of samples and their measurement. Page 28, 
line 15 to page 29, line 5 refers to immunoassay techniques which 
are well known in the art and provides a citation for an article 
by Takahashi which is incorporated into the instant specification 
by reference at page 33, lines 3-8. The Takahashi article describes 
the standard use of obtaining more than one sample and at different 
time periods. Page 29, line 6 to page 31, line 4 describes the use 
of monoclonal antibodies and their production. Page 31, lines 5-7 
refer to the use of polyclonal antibodies produced in an animal 
host. It is clear from these specific recitations and from the 
description of methods utilized that the methods and types of kits 
were fully contemplated by the inventors at the time of filing and 
were enabled by virtue of the disclosure as originally filed. 
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Information Disclosure Statement 

The Examiner did not consider references WO 01/05422 
(submitted in the French language) and Rohr et al . (submitted in 
the German language) which were cited on the Supplemental 
Information Disclosure Statement filed December 9, 2002 because 
English language translations were not provided for these 
documents. Applicants are in the process of having English 
translations of each of these documents prepared and will forward 
these translations to the Examiner at a later date. 

Sequence Compliance 

The Examiner alleges that the instant specification fails to 
comply with the requirements of 37 CFR 1.821 through 1.825 because 
the specification contains amino acid sequences (having sequence 
lengths that are greater than or equal to 4 amino acid residues) 
that are not identified with a SEQ ID NO. Applicants have now 
reviewed the entire specification including the figures and the 
claims for sequence disclosures. The only sequence found to be 
disclosed is the amino acid sequence identified as SEQ ID NO:l. 
Applicants provided a Sequence Listing (in both paper and computer 
readable form) disclosing SEQ ID N0:1 on April 19, 2002. However, 
Applicants now recognized that the figures were not updated to 
include sequence identifiers at the time of filing of the original 
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Sequence Listing. Applicants herein amend the specification to add 
sequence identifiers to the sequences disclosed in the figures . 
Additionally, Applicants noted that amino acid residues 1 and 26 
of SEQ ID N0:1 (see sequences shown in the figures) were not 
included in the originally filed Sequence Listing. Applicants 
herein provide a diskette containing a substitute Sequence Listing 
in electronic computer readable form to replace the previously 
submitted copy (filed on April 19, 2002) . The diskette submitted 
herewith contains a Sequence Listing which adds amino acid residues 
1 and 2 6 to SEQ ID NO : 1 . When carrying out mass spectrometric 
procedures, it is possible to fragment a whole molecule, depending 
upon the enzyme used for digestion. A sequence is often predicted 
from these fragments but often the sequence is not identified 
completely. It is conventional in the art to show the missing 
portions of the predicted sequence in parentheses. The first and 
last amino acid residues of SEQ ID NO:l are predicted residues as 
indicated by the parentheses in Figure 1. The peptide sequence 
without predicted amino acid residues 1 and 2 6 was shown in the 
original specification at page 27, line 18 and is shown in Figures 
1 and 2 with predicted amino acid residues 1 and 26. Thus, no new 
matter is added, the substitute Sequence Listing is for the purpose 
of clarification only. Applicants also herein provide a substitute 
paper copy of the Sequence Listing as contained on the diskette 
filed herewith. The computer readable form of the substitute 
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Sequence Listing is identical to the paper copy of the substitute 
Sequence Listing. Thus, it is respectfully submitted that the 
instant application is now in compliance with all of the sequence 
rules according to 37 CFR 1.821 through 1.825. 

Objection to the Claims 

Claim 2, as originally presented, stands objected to under 37 
CFR 1.75(c) as being of improper dependent form for failing to 
further limit the subject matter of the previous claim. The 
Examiner alleges that claim 2 is not further limiting from claim 
1 due to a lack of disclosure as to what difference in biomarker 
embodiments are included in claim 1 versus claim 2 . 

Claim 1 is amended herein to recite a specific biopolymer 
marker peptide (amino acid residues 2-25 of SEQ ID N0:1) diagnostic 
for insulin resistance and claim 2 is herein canceled. Thus, the 
grounds for the objection are obviated. Applicants respectfully 
request that the objection now be withdrawn. 

Rejection under 35 USC 112 (second paragraph) 

Claims 1 and 2, as originally presented stand rejected under 
35 U.S.C. 112, second paragraph, as being indefinite for allegedly 
failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

The Examiner alleges that the phrase recited in claim 1 



"useful in indicating at least one particular disease state" causes 
the claim to be vague and indefinite. The Examiner further alleges 
that it is unclear what criteria are being used to indicate 
occurrence of a particular disease state; for example, is it 
indicative of a disease state if a specific marker is absent or 
present? 

Claim 2 has been canceled and claim 1 has been amended to 
remove the phrase "useful in indicating at least one particular 
disease state" . It is clear with observation of Figure 1 that the 
presence of the specific peptide marker (SEQ ID N0:1) is indicative 
of the disease state (insulin resistance) . The data of Figure 1 
shows that five patients having insulin resistance show the 
presence of SEQ ID N0:1 in their serum. Accordingly, applicants 
have now clarified the metes and bounds of the claims (1 and 2) and 
respectfully request that this rejection now be withdrawn. 

Rejection under 35 USC 101 

Claims 1 and 2, as originally presented stand rejected under 
35 U.S.C. 101 because the claimed invention allegedly lacks 
patentable utility due to its not being supported by a specific, 
substantial, and credible utility or, in the alternative, a well- 
established utility. 

Claim 2 has been canceled and claim 1 is amended. 

The Examiner acknowledges at page 5 of the Office Action 
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mailed March 11, 2003 that Applicants identified a specific marker 
which is evidentiary of at least one particular disease state, 
whereby the presence of said marker serves as a positive indicator 
of disease (pages 25-27 of the specification and Figures 1 and 2) . 
However, the Examiner also states at page 5 of the Office Action 
mailed March 11, 2003 that the disclosure is not substantial 
because the specification lacks a description of negative controls 
in order to establish the specificity of the claimed biopolymer 
marker. At page 6 of the Office Action mailed on March 11, 2 003, 
the Examiner questions how the marker can be used to indicate 
disease states without the disclosure necessary for distinguishing 
individuals inflicted with a specific disease state versus 
individuals not inflicted with the said disease. 

In response, Applicants herein provide the attached 
Declaration (and Figure) under 37 CFR 1.132. The figure attached 
to the declaration provides side-by-side profiles (obtained using 
techniques of mass spectrometry) of normal human sera versus sera 
from patients having insulin resistance. This profile comparison 
clearly evidences the absence of the 2753 dalton marker in normal 
human sera and thus establishes the specificity of the 2753 dalton 
peptide as a marker which when present in the sera is diagnostic 
for insulin resistance. Thus, Applicants have clarified the 
specific, substantial and credible utility of the claimed invention 
and respectfully request that this rejection now be withdrawn. 
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Rejection under 35 USC 112 (first paragraph) 

Claims 1 and 2, as originally presented stand rejected under 
35 U.S.C. 112, first paragraph, as allegedly containing subject 
matter which was not described in the specification in such a way 
as to enable one skilled in the art to which it pertains, or which 
with it is most nearly connected, to make and/or use the invention. 

Claim 2 has been canceled and claim 1 is amended. 

The Examiner alleges on page 7 of the Office Action mailed on 
March 11, 2 003, that since claims 1 and 2 are not supported by a 
substantial utility, one skilled in the art would not know how to 
use the claimed invention without undue experimentation. 

As clarified in the above discussion (Rejection Under 35 USC 
101) , the claimed invention is supported by a substantial utility. 
The 2753 dalton peptide is specifically used as a marker which when 
present in the sera is diagnostic for insulin resistance. In light 
of this substantial utility, Applicants assert that one of ordinary 
skill in the art when reviewing the instant specification and 
declaration filed herewith would recognize how to use the claimed 
peptide as a marker for insulin resistance. Thus, Applicants 
respectfully request that this rejection now be withdrawn. 

Rejection under 35 USC 102(b) 

Claims 1 and 2, as originally presented stand rejected under 
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35 U.S.C. 102(b) as allegedly being clearly anticipated by Ballance 
et al. (US 5,766,883) . 

Ballance et al . teach fusion polypeptides which include human 
serum albumin peptides or parts of human serum albumin peptides. 
The first 24 amino acid residues of SEQ ID NO: 14 disclosed in 
Ballance et al. are identical to amino acid residues 2-25 of SEQ 
ID N0:1 of the instant application. SEQ ID NO: 14 disclosed in 
Ballance et al . represents 585 amino acid residues of human serum 
albumin which are used as components of the fusion polypeptides 
taught by Ballance et al . 

Claim 2 has been canceled. Claim 1 of the instant application 
has been amended to recite a "biopolymer marker peptide consisting 
of amino acid residues 2-25 of SEQ ID N0:1 diagnostic for insulin 
resistance" . This claim identifies a specific peptide (amino acid 
residues 2-25 of SEQ ID NO:l) with a specific function (diagnostic 
for insulin resistance) . Ballance et al . do not teach that SEQ ID 
NO: 14 or any portion thereof is diagnostic for insulin resistance. 

Accordingly, Applicants respectfully submit that claim 1, as 
instantly presented, now distinguishes over the compositions taught 
by Ballance et al . and respectfully request that this rejection 
be withdrawn. 
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SUMMARY 



In light of the foregoing remarks and amendments to the 
claims, it is respectfully submitted that the Examiner will now 
find the claims of the application allowable. Favorable 
reconsideration of the application is courteously requested. 



McHale & Slavin, P. A. 
4440 PGA Blvd., Suite 402 
Palm Beach Gardens, FL 33410 
(561) 625-6575 (Voice) 
(561) 625-6572 (Fax) 
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Respectfully submitted, 




Ferris H. Lander 
Registration # 43,377 
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